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Dear Ms. Sanzo:

%

This responds to your for Stay of Action (Petition) dated November 10, 2000 and your
supplement to that Pefition dated January S, 2001 in which vou, on behalf of Playtex Products,
Inc. (Playtex), expross vour opposition to exempting products that contam sunscreens from the
labeling requiremer set forthin 21 CF.R. §§ 201.66 and 352.52. Specifically, your
Petition and its suppl est that the Food and Drug Administration (FDA); (1) stay the
effective date of anv pending, tentative, or final decision to exempt make-up, moisturizers, or
other products us moiude sunscreen g 5;351;,5)?“1 ?wm the agency's over—the-
counter (OTC) ar E t for R. §§ 201.66 and
352.52; and (2) stay re of any labeling requirements as they apply to any product
that includes sunscreen ingredients pending resolution of the exemption issues.
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onary if the Commissioner finds that it is in the public interest
éxtgae For a non-discretionary stay to be granted, however, all four criteria

The granting of a
and in the interest of
set forth above must he met.

dered vour Petition under the criteria set forth in § 10.35 and is denying
et forth below

FDA has carefully o
your requests for

he effective date of any pen tative, or final decision to

IL The first req
exemp! make-up, mois
face products™} 1

In your Petition {(p. 1) vou fra ame ?}zg scope nygé‘g; first request for relief in terms of an
"exemption req: : i iletry, anc ce Association (CTFA) for
combination sunscreen ;;tz*é cosmetic greéa is u::gé on the i};f‘g which you refer to as “sunscreen
face products.” = face products” to reference
the products to wi;gff vour ?sziz;oﬁ gseﬁ:ams §0§ purposes z}i ths 1 response, FDA assumes that
the CTFA "exem est” to "T’zjci‘z y@s* refer is the req ontained in the comment that
CTFA submitted ¢ 1 Accordingly, FDA does not
read your Petition ¢ xemptions n 21 CF R, § 352.52(f) for
sunscreen produr d for use only or ¢l ; of the face. Indeed, your
Petition itself state } ’E‘iﬁ? the limited exemption gf@ég&é %}; sunscreen products in section
352.52(f) is mnapplical "sunscreen face products ” nterprets the scope of the
first request in your Fotition as related only to the issue of a labeling « >a§emr}€wﬁ for sunscreen
products for use on the face, neck, or hands.
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I The second req irements as they
apply to any sunscreen produc §§§B§§§!§§§ resolution §fs§ the aforementioned exemption issue.
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i for OTC sunscreen drug

an May 21, 1999 (64 FR
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“comprehensive” sunscreen final monograph that will address formulation, labeling, and testing

for both UVE anc jation protection.

FDA promulgated t'¢ Fnal monograph for OTC sunscresn drug products because Congress and
the agency recognized 1he importance of standardizing these important drugs as quickly as
practicable. The agency has 33?%’:85%’ extended the s::‘;:;?; e date of the rule until December 31,
2002 and does not believe that, as s matter of §§§§3§zf" solicy, your concerns regarding an
exemption that has not even %}eeﬁ granted justifies a fur % r delav. The agency wants all OTC
drug products, includi

sunsereen products, to l:zaxf Ege: 551’}’3 monograph labeling information (§
352.52) in the new OTC drug labeling format (§ 201 66) at the carli est possible date.
Furthermore, sunscreen face zsfcém:‘is are only a fraction of the total sunscreen products covered
by the monograph, and "DA considers 1t inappropriate to further delay the rule with respect to all
sunscreen drug product: nending resolution of an issue that affects only a portion of the products
covered by the rule

Your Petition also ) requests o stay of applicable parts of &
labeling rule sets forth important content and format
products, not just su » developed the
consumers with irm drug information in a promine;
the safe and effective use of OTC drug products. See 54 FR 13
standardized content and format labeling requirements to help ¢
and safety information and allow quick and effective nroduct comr
consurners select 1o most appropriate products,

The OTC drug products
it apply to all OTC drug

oves that gevidir*g

sy 1o read format is essential for
67 FDA established

sumers locate and read health
ansons, thereby helping

The public health 1terests at stake in the labebng rule are therefore significant for all OTC drug
products, including surscreen gmé;zgég See 62 FR 9024-9027 The standardized format and
content requireme s of the rule are infended to help consumers befter read drug labeling and
apply the informanion (o the safe and effective use of OTC drug products, The rule also
standardized important warming language to make it more concise and easier to understand. As
you argue in your Petition, these many interests are imponant for the safe and effective use of all
OTC drug products, el D SUMECTeens.

beling rule was May 16, 1990 Eee ¢4 FR 18571 (Aprl 15, 1999
r, the actual implementation dates for the rule vary among OTC drug
?&gw dates were {;régémi v set forth in the final rule, but FDA

64 FR 38191, Inthe ca o« f.méz@za ma;&e&; \éfﬁé-"i‘?
drug products, comphiarcs with § 201 66 is not required
38191 and 65 FR 38217
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kis year, the entire sunscreen
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industry we e T n ‘ » seek judicial review.

Your Petition does not #¢ icul ufh to justify a stay of the agency’s
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apply to sunscreen face
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Your Petition -emption itself, and the
agency will give them £:7] weight and u@ﬁSEdﬁ?&%iﬁ}ﬁ H he ohservations you make about
the merits of an exernption do not justify the specific ref lict you request, The agency has not made
any decision to exerip! ¢ nsoreen face products in the me cribe, and FDA believes
that there are ; i1ant public health rules that
are not vet efle ‘hich you object,

vour request is outweighed
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to the request for exemption

noted, it is cle
mace by CT
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n a future issue of the Federal
wough a public administrative
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FDA intends to address the exe *:"3“‘*%3{}& {ssues that '%?/.v 17

Register. Since '?5??% iafd} ?a f‘%};@ﬁ%ﬁ’ addrqu ‘g}zg §Xt§ﬁ*x§§%§"§§ 155U8 ¢
process, ye}ur present concen rgggrdmg the gggé for a stay is o™
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